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DETAILED ACTION 

The amendment dated 2-28-1 1 is acl^nowledged. 
Claims included in the prosecution are 1,4-11 and 13. 



Claim Rejections - 35 USC § 103 

1 . The following is a quotation of 35 U.S.C. 103(a) which forms the basis for all 
obviousness rejections set forth in this Office action: 

(a) A patent may not be obtained though the invention is not identically disclosed or described as set 
forth in section 1 02 of this title, if the differences between the subject matter sought to be patented and 
the prior art are such that the subject matter as a whole would have been obvious at the time the 
invention was made to a person having ordinary sl<ill in the art to which said subject matter pertains. 
Patentability shall not be negatived by the manner in which the invention was made. 

2. Claims 1,4-11 and 13 are rejected under 35 U.S.C. 103(a) as being 
unpatentable over Harding (US 5,705,144) by itself or in combination with Reynolds 

(5,431,911). 

Harding et al. teaches a composition to lighten the skin and the repair of photo- 
damaged skin comprising a dioic acid having the general structure of COOH~(CaHb)~ 
COOH, where a is an integer from 6 to 20 and b is an integer from 8 to 40 (see abstract 
and col. 2, lines 10-26). The compound B-hexadecene-l , 16-dicarboxylic acid is a 
species of the dioic acid of Harding et al. where a is 1 6 and b is 30. The compositions 
further contain a hydroxy acid. According to Harding, the composition is topically applied 
to human skin to repair photo-damaged skin and to prevent photo-damage to skin due 
to exposure to sunlight, to reduce skin blotchiness and mottling due to hyper 
pigmentation, to improve skin texture with reductions in fine wrinkling and to treat actinic 
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damage to all epidermal cells (col. 1 1 , lines 31 -42). Although Harding does not teach as 
to how long the composition has to be applied, since the composition is for topical 
application, it would have been obvious to one of ordinary skill in the art to keep the 
formulation on the skin to achieve the desired purpose. Rinsing the composition off of 
the skin is within the skill of the art of cosmetics since cosmetic compositions such as 
sunscreens are rinsed routinely. Such a skill is also evident from Reynolds which 
teaches the application of the skin compositions to protect it against dryness and 
wrinkles for 20 minutes and removing the composition by a cold water rinse (abstract, 
col. 1 , lines 55-62; col. 3, lines 49-66). The criticality of the amounts of 8-hexadecene-1 , 
1 6 dicarboxylic acid and the beta-hydroxy acid is unclear to the examiner since the 
amounts depend upon the condition to be treated and thus, a manipulatable parameter. 

Applicant's arguments have been fully considered, but are not found to be 
persuasive. Applicant argues that Harding relates to the reduction of melanin production 
and points out to col. 12. According to applicant therefore, Harding's teachings are that 
the dioic acids are to be applied to effectuate a biological mechanism and not chemical 
one as is a chemical scrubbing process claimed. These arguments are not found to be 
persuasive. First of all, applicant is incorrect in stating that Harding teaches only the 
reduction of melanin production. On col. 11, lines 31-42, Harding clearly teaches that 
the composition is applied to improve skin texture with reductions in fine wrinkling and to 
treat actinic damage to all epidermal cells, besides inhibition of melanin which according 
to applicant is a biological process. According to instant claim 1 , the process involves 
topically applying the composition, leaving the composition for specific time and 
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removing the composition by rinsing. IVIeclianism by wliich the composition achieves 
this process has no significance since Harding teaches applying the composition to the 
sl<in. Secondly, instant claims are drawn to treating one skin irregularity and one such 
irregularity is pigmentary mark. Since skin pigmentary marks are caused by melanin, it 
would have been obvious to one of ordinary skill in the art that pigment marks would be 
removed by using the composition since Harding teaches that that melanin production is 
reduced without affecting the cell viability which applicants themselves recognize. 
Applicant's arguments that the examiner simply concludes that either it is well known to 
rinse off a composition or relies on Reynolds for this step in the claim and that a 
composition that is to be applied and effect a biological mechanism may need the 
composition to be kept on the skin and it would not be intended to be rinsed off are not 
persuasive since as pointed out above, Harding teaches even removal of fine wrinkles. 
Therefore, the amount of time the composition is kept on the skin is a manipulatable. 
Applicants have not shown any criticality of the time range claimed. Furthermore, a 
careful review of instant specification indicates, the claimed process only increases the 
trans-epidermal water loss as compared to glycolic acid and nothing else. 

With regard to applicant's argument that there is simply no teaching in Harding 
that the concentration of 8-hexadecene dicarboxylic acid in a chemical scrubbing 
process is a variable requiring optimization, the examiner points out once again, the 
only process which is biological according to applicant is the inhibition of melanin; 
Harding teaches even removal of wrinkles by topical application. Furthermore, as 
pointed out above, instant process steps do not require scrubbing. The examiner also 
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points out that instant specification does not define 'scrubbing' and page 7 of the 
specification only states that the composition may be applied to the face etc by any 
means allowing uniform distribution and especially using cotton wool, a cotton bud, a 
brush, a gauze, a spatula or a pad — and may be removed by rinsing with water. 

3. Claims 8-1 1 and 1 3 are rejected under 35 U.S.C. 1 03(a) as being unpatentable 
over Harding (US 5,705,144) by itself or in combination with Reynolds (5,431 ,91 1) as 
set forth above, further in view of Jones (US 2004/0126352). 

The teachings of Harding and Reynolds have been discussed above. Harding 
does not specify that the hydroxy acid to be a salicylic acid. 

Jones while disclosing compositions for treating facial wrinkles teaches that 
hydroxy acids such as octanoylsalicylic acid and octylsalicylic acids are anti-wrinkle 
agents. The composition is applied for a period of time sufficient to improve the 
aesthetic appearance of skin. (0002, 0029 and 0042 and claim 3). 

To include a salicylic acid derivative such as octanoylsalicylic acid in Harding 
with the expectation of obtaining at least an additive effect would have been obvious to 
one of ordinary skill in the art since Jones teaches that salicylic acids are anti-wrinkle 
agents. The criticality of the amounts of 8-hexadecene-1 , 16 dicarboxylic acid and the 
beta-hydroxy acid is unclear to the examiner since the amounts depend upon the 
condition to be treated and thus, a manipulatable parameter. 

4. Claims 1 , 4-7 and 13 are rejected under 35 U.S.C. 103(a) as being unpatentable 
over Research disclosure # 477 in combination with Internet article 002301 860( both 
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are of record ) and Reynolds (5,431 ,91 1), optionally in further combination with Harding 
(5,705,144) cited above. 

The research disclosure teaches that Arlatone Dioic DCA works through PPAR 
gamma ligands and this compound is for anti-aging, skin lightening, age spot reduction 
and acne (page 3 of the article). The amounts taught by the disclosure are 0.0001 to 10 
%. 

The internet article discloses that the product of Arlatone Dioic DCA is available 
in the market and can be used for day and night creams and skin treatment systems 
(Table 2). 

These references however, do not teach the leaving the composition on the skin 
for a period of 5 minutes to 6 hours and rinsing the composition. 

Reynolds teaches the application of the skin compositions to protect it against 
dryness and wrinkles for 20 minutes and removing the composition by a cold water 
rinse (abstract, col. 1 , lines 55-62; col. 3, lines 49-66). 

To leave the composition containing Arlatone Dioic DCA on the skin for sufficient 
period and then rinse it off to treat skin blemishes would have been obvious to one of 
ordinary skill in the art since the Internet article teaches that this compound can be 
formulated in day and night creams and Reynolds teaches that such a method of 
removing wrinkles is routinely practiced in the art. Since Harding teaches that dioic acid 
lightens the skin, it would have been obvious to one of ordinary skill in the art that the 
composition would even remove pigmentary marks and scars. 
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Applicant's arguments have been fully considered, but are not found to be 
persuasive. Applicant argues that the research disclosure teaches a composition 
comprising from 0.0001 to 10 % of dioic acid that is useful for day and night creams and 
contrary to the examiner's contention are intended to be kept on the skin and not to be 
rinsed off; in contrast the scrubbing process presently claimed require high amounts of 
dioic acid and that is why rinsing off the composition is needed after application. Further 
according to applicant, the cited document encourage to use low amounts of dioic acid 
and accordingly the one skill (sic) in the art would not have been motivated to rinse off 
the composition as described in Reynolds. 

These arguments are not persuasive. First of all, the research disclosure, 477 
teaches in the paragraph bridging pages 2 and 3 that the concentration of 
octadecenedioic acid depends upon the particular effect to be achieved and according 
to 477, this amount is from 0.01 to 40 %. Applicant's arguments that claims 6 and 7 
recite the amounts which exceed the amounts taught by 477 are not persuasive. The 
internet article 860 teaches not just foundation creams and powders, but also a wide 
range of skin products which include body wash and creams (page 2). Since one uses a 
body wash or creams for only a short time, instant 5 minutes to 30 minutes would have 
been obvious to one of ordinary skill in the art. Furthermore, as pointed out above, 
applicant has not established the criticality of the time periods. 

4. Claims 8-1 1 are rejected under 35 U.S.C. 103(a) as being unpatentable over 
Research disclosure # 477 in combination with Internet article 002301 860( both are of 
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record ) and Reynolds (5,431 ,91 1 ) as set forth above, further in view of Jones 
(US2004/01 26352). 

The teachings of Research disclosure, Internet article and Reynolds have been 
discussed above. What is lacking in these references is the use of salicylic acid. 

Jones while disclosing compositions for treating facial wrinkles teaches that 
hydroxy acids such as octanoylsalicylic acid and octylsalicylic acids are anti-wrinkle 
agents. The composition is applied for a period of time sufficient to improve the 
aesthetic appearance of skin. (0002, 0029 and 0042 and claim 3). 

To include a salicylic acid derivative such as octanoylsalicylic acid in 
compositions containing Arlatone Dioic DCA with the expectation of obtaining at least 
an additive effect would have been obvious to one of ordinary skill in the art since Jones 
teaches that salicylic acids are anti-wrinkle agents. The criticality of the amounts of 8- 
hexadecene-1 , 1 6 dicarboxylic acid and the beta-hydroxy acid is unclear to the 
examiner since the amounts depend upon the condition to be treated and thus, a 
manipulatable parameter. 

Applicant's arguments have been fully considered, but are not found to be 
persuasive. The examiner has already addressed applicant's arguments pertaining to 
477, 860 and Reynolds. Applicant does not provide any specific argument regarding 
Jones. The rejection is maintained. 

5. Claims 1,4-11 and 13 are rejected under 35 U.S.C. 103(a) as being 
unpatentable over DE 101 50 734 (English equivalent, US 2005/0008665) of record by 
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itself or in combination with Reynolds (5,431 ,91 1), optionally in further combination with 
Harding. 

DE teaches cosmetic compositions for the treatment of skin changes such 
as unwanted pigmentation, hyper pigmentation, local hyper pigmentation and faulty 
pigmentation by application of a composition containing 8-hexadecene-1 , 16 
dicarboxylic acid. The amount to be applied is from 0.001 % to 1 0 % (Abstract; 0002- 
0003; 0006; 0064; 0074 of English equivalent). The compositions further contain a 
salicylate (0088). Although DE does not teach as to how long the composition has to be 
applied, since the composition is for topical application, it would have been obvious to 
one of ordinary skill in the art to keep the formulation on the skin to achieve the desired 
purpose. Rinsing the composition off of the skin is within the skill of the art of cosmetics 
since cosmetic compositions such as sunscreens are rinsed routinely. Such a skill is 
also evident from Reynolds which teaches the application of the skin compositions to 
protect it against dryness and wrinkles for 20 minutes and removing the composition by 
a cold water rinse (abstract, col. 1 , lines 55-62; col. 3, lines 49-66). The criticality of the 
amounts of 8-hexadecene-1 , 1 6 dicarboxylic acid and the beta-hydroxy acid is unclear 
to the examiner since the amounts depend upon the condition to be treated and thus, a 
manipulatable parameter. 

6. Claims 8-1 1 are rejected under 35 U.S.C. 103(a) as being unpatentable over DE 
101 50 734 (English equivalent, US 2005/0008665) by itself or in combination with 
Reynolds (5,431 ,91 1) as set forth above, further in view of Jones (US2004/01 26352). 
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The teachings of DE and Reynolds have been discussed above. 

Jones while disclosing compositions for treating facial wrinkles teaches that 
hydroxy acids such as octanoylsalicylic acid and octylsalicylic acids are anti-wrinkle 
agents. The composition is applied for a period of time sufficient to improve the 
aesthetic appearance of skin. (0002, 0029 and 0042 and claim 3). 

To Include a salicylic acid derivative such as octanoylsalicylic acid In Harding 
with the expectation of obtaining at least an additive effect would have been obvious to 
one of ordinary skill in the art since Jones teaches that salicylic acids are anti-wrinkle 
agents. The critlcallty of the amounts of 8-hexadecene-1 , 16 dicarboxyllc acid and the 
beta-hydroxy acid is unclear to the examiner since the amounts depend upon the 
condition to be treated and thus, a manipulatable parameter. Since Harding teaches 
that dioic acid lightens the skin, it would have been obvious to one of ordinary skill in the 
art that the composition would even remove pigmentary marks and scars. 

Applicant's arguments for the above rejections have been fully considered, but 
are not persuasive. Applicant argues that DE broadly teaches a composition comprising 
0.0001 to 1 0 % of dioic acid but clearly when considering the entirety of the teachings of 
DE the amounts to be used are significantly less. This argument Is not persuasive since 
DE Is suggestive of 10 % and the rejection is a 103 rejection. The lower limit In claim 6 
Is 1 0 % and lower limit in claim 7 is 1 5 % which is closer to 1 0 % taught by DE and 
applicant has not shown any critlcallty of the amounts. The examiner also points out that 
DE teaches topical compositions with effective concentrations (see 0082 of English 
equivalent). With regard to applicant's arguments that DE's teachings would not have 
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motivated to rinse of the composition as concluded in the rejection with or without 
Reynolds, that is useful for day and night creams and contrary to the examiner's 
contention are intended to be kept on the skin and not to be rinsed off, the examiner 
points out that DE even teaches 'cleansing milk' in 0084 and 0144 of English equivalent. 
7. Applicant's amendment necessitated the new ground(s) of rejection presented in 
this Office action. Accordingly, THIS ACTION IS MADE FINAL. See MPEP 
§ 706.07(a). Applicant is reminded of the extension of time policy as set forth in 37 
CFR 1.136(a). 

A shortened statutory period for reply to this final action is set to expire THREE 
MONTHS from the mailing date of this action. In the event a first reply is filed within 
TWO MONTHS of the mailing date of this final action and the advisory action is not 
mailed until after the end of the THREE-MONTH shortened statutory period, then the 
shortened statutory period will expire on the date the advisory action is mailed, and any 
extension fee pursuant to 37 CFR 1 .136(a) will be calculated from the mailing date of 
the advisory action. In no event, however, will the statutory period for reply expire later 
than SIX MONTHS from the date of this final action. 

Any inquiry concerning this communication or earlier communications from the 
examiner should be directed to Gollamudi S. Kishore, Ph.D whose telephone number is 
(571)272-0598. The examiner can normally be reached on 6:30 AM- 4 PM, alternate 
Friday off. 
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If attempts to reach the examiner by telephone are unsuccessful, the examiner's 
supervisor, Krass Frederick can be reached on (571) 272-0580. The fax phone number 
for the organization where this application or proceeding is assigned is 571 -273-8300. 

Information regarding the status of an application may be obtained from the 
Patent Application Information Retrieval (PAIR) system. Status information for 
published applications may be obtained from either Private PAIR or Public PAIR. 
Status information for unpublished applications is available through Private PAIR only. 
For more information about the PAIR system, see http://pair-direct.uspto.gov. Should 
you have questions on access to the Private PAIR system, contact the Electronic 
Business Center (EBC) at 866-217-9197 (toll-free). If you would like assistance from a 
USPTO Customer Service Representative or access to the automated information 
system, call 800-786-9199 (IN USA OR CANADA) or 571-272-1000. 

/Gollamudi S Kishore/ 

Primary Examiner, Art Unit 1612 

GSK 



